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DETAILED ACTION 

1 . Applicant's amendment filed 17 January 2006 has been entered. Claims 2-36 and 46-56 
are currently pending in this application. Claims 46-56 have been withdrawn from consideration 
as drawn to a non-elected invention. 

Claim Objections 

1. Claims 46 and 47 objected to because of the following informalities: the status identifiers 
for claims 46 and 47 are unclear. The application identifies claims 37-55 as being canceled, but 
then recites a second request for rejoinder for claims 46-47. It is unclear whether claims 46-47 
are pending and withdrawn or whether claims 46-47 have been canceled. Appropriate correction 
is required. 

Claim Rejections - 35 USC §102 
The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

1. Claims 2, 5, 14, 17, 18, 19, 30, 34 and 56 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Schnipelsky et al. (US 5,229,297). 

Schnipelsky et al. teach a cartridge (10, Fig. 1) comprising: a sample holding chamber for 
receiving a sample and retaining the sample (26, Fig. 2; col. 13, lines 30-40); a first conduit 
connected to the sample holding chamber (channels 44, 54 and 40 comprise a first conduit, Fig. 
1; col. 10, lines 47-61); at least one analyte sensor, wherein the sensor comprises an analyte 
responsive surface and the surface is within the first conduit (detection site, 40, Fig. 1 is within 
first conduit; col. 7, lines 38-43; col. 12, lines 36-48); a second conduit, which is connected to 
the first conduit (48, second conduit, connected to first conduit, 44,54 and 40, Fig. 1; col. 10, 
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lines 47-61); a valve connected to an opening in the first conduit, wherein the valve is closed by 
contact with the sample (check valve present in first conduit, col. 10, lines 43-46; check valve 
closes upon contact with sample moving back through the conduit, col. 14, lines 42-49); and a 
pump capable of displacing the sample from the holding chamber into the first conduit, the pump 
further capable of displacing the fluid from the second conduit into the first conduit (cuvette is 
flexible and pumps fluid into channels when depressed, col. 10, line 62-col. 1 1, line 10). 
Although Schnipelsky et al. do not specifically teach a second conduit capable of fluid retention, 
the conduit does not appear to require any further properties to retain fluid, and therefore the 
conduit of Schnipelsky et al. would be capable of retaining fluid. 

Claim 5 fails to recite any structural limitations required in order for the cartridge to be 
single use. Therefore, since the cartridge of Schnipelsky et al. teaches the structural limitations 
recited in claim 2, the cartridge is capable of being used only once prior to disposal. 

Regarding claim 14, Schnipelsky et al. teach at least one constriction to control fluid flow 
within the first and second conduits (pinch point, col. 12, 19-35). 

With respect to claim 17, Schnipelsky et al. teach a third conduit connecting the second 
conduit to an overflow chamber (third conduit 42, connects both first and second conduit to an 
overflow chamber 43, Fig. 2; col. 10, lines 39-45), but does not exclude connection of the second 
conduit to the third conduit. 

Regarding claim 18, Schnipelsky et al. teach a pump being a flexible diaphragm (26, 30, 
Fig. 1; flexible compartments, col. 9, line 63-col. 10, line 12). 

With respect to claim 19, Schnipelsky et al. teach the analyte-responsive surface 
comprising an antibody (biotin, col. 6, lines 45-49; col 7, lines 39-43). 
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Regarding claims 30 and 34, Schnipelsky et al. teach at least one analyte sensor formed 
on a substantially planar surface (40, Fig. 2) and mobile microparticles capable of interacting 
with the analyte and further comprising means for localizing the particles to the at least one 
sensor (col. 6, lines 49-60). 

Regarding claim 56, Schnipelsky et al. teach the sample holding chamber further 
comprising a closure means (temporary seal, 46, Fig. 1; col. 10, lines 50-52). 

Claim Rejections - 35 USC § 103 
2. Claims 3, 6-8 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schnipelsky et al. (US 5,229,297), as applied to claim 2, in view of Chemelli (US 5,254,479). 

Schnipelsky et al., as applied to claim 2, teach a cartridge comprising: a sample holding 
chamber, a first conduit, at least one analyte sensor, a second conduit, a valve and a pump. 
However, Schnipelsky et al. fail to teach means for inserting at least one air segment into the first 
or second conduit. 

Chemelli teaches a means for inserting at least one air segment into a first or second 
conduit (col. 4, lines 39-44; col. 5, lines 1 1-23, can be first or second conduit because roller 
continues to next location which contains an air pocket, the air pockets of each location are 
released, and therefore air pockets are inserted into both the first and second conduits (col. 5, 
lines 1 1-23), in order to control incubation time. 

Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to include in the cartridge of Schnipelsky et al., means for inserting at 
least one air segment into the first or second conduit as taught by Chemelli, in order to prevent 
interference of air pockets or bubbles with the detection chamber. 



Application/Control Number: 10/087,730 Page 5 

Art Unit: 1641 

With respect to claim 12, Chemelli teaches a pneumatic means for displacing air from the 
air sac into the second conduit (col. 5, lines 1 1-23). 

3. Claims 4 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schnipelsky et al. (US 5,229,297) in view of Chemelli (US 5,254,479), as applied to claim 3, and 
further in view of Zelin (Us 5,821,399). 

Schnipelsky et al. in view of Chemelli, as applied to claim 2, teach a cartridge for sensing 
at least one analyte with a means for inserting at least one air segment into the first or second 
conduit, but fail to teach at least one sensor capable of detecting an air-liquid interface. 

Zelin teaches a cartridge comprising air segments inserted into conduits (col. 3, lines 34- 
42) and a conductivity sensor capable of detecting an air-liquid interface (col. col. 4, lines 40- 
67), in order to displace calibrating fluid and separate calibrating fluid from a blood test sample. 

Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to include in the cartridge of Schnipelsky et al. in view of Chemelli, a 
conductivity sensor as taught by Zelin, in order to increase the consistency and reliability of the 
output measurements by ensuring that all air is out of the detection chamber while liquid 
reactions are taking place. 

4. Claims 10 and 1 1 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schnipelsky et al. (US 5,229,297), as applied to claim 2, in view of Opalsky et al. (US 
6,438,498). 

Schnipelsky et al., as applied to claim 2, teach a cartridge for sensing at least one analyte, 
but fail to teach a means for metering. 
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Opalsky et al. teach a means for metering involving a capillary stop in a first conduit in 
order to adequately fill a sensor channel (col. 10, lines 38-col. 1 1, line 10). 

Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to include in the cartridge of Schnipelsky et al., a means for metering as 
taught by Opalsky et al, in order to regulate the amount of volume entering the detection 
chamber. 

5. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schnipelsky et al. 
(US 5,229,297) in view of Wozniak et al. (US 4,781,683). 

Schnipelsky et al. teach a cartridge comprising a valve connected to an opening in the 
first conduit wherein the valve is closed by contact with the sample, but fail to teach the valve 
being a gelling polymer. 

Wozniak et al. teach a closable valve of a gelling polymer closed by contact with the 
fluid sample (col. 2, lines 52-68), in order to prevent reuse of a syringe. 

Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to substitute for the one-way check valve of Schnipelsky et al., a gelling 
polymer closed by contact with the fluid sample as taught by Wozniak et al., in order to provide 
a low cost one-way valve that does not require mechanical components. 

6. Claims 15 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schnipelsky et al. (US 5,229,297), as applied to claim 2, in view of McNeely et al. (US 
6,296,020). 

Schnipelsky et al. teach a cartridge comprising a second conduit, but fail to teach a valve 
in the second conduit. 
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McNeely et al. teach a valve in a second conduit that is responsive to hydrostatic 
pressure, wherein the valve is a constriction having a fluid-contacting surface comprising a 
hydrophobic surface (col. 4, lines 14-20), in order to move fluid through a circuit in a specific 
manner (col. 1, lines 49-52). 

Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to include in the second conduit of Schnipelsky et al, a valve that is 
responsive to hydrostatic pressure as taught by McNeely et al., in order to prevent the reagent in 
the second conduit from reacting with fluid in the first conduit with a valve that does not 
significantly affect established flow in the channel once it becomes established. 
7. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schnipelsky et al. 
(US 5,229,297), as applied to claim 2, in view of Cathey et al. (US 5,503,985). 

Schnipelsky et al., as applied to claim 2, teach a compartment comprising dried reagents 
capable of dissolving in the sample (col. 10, lines 13-16), but fail to teach a portion of at least 
one conduit comprising at least one dry reagent. 

Cathey et al. teach a device with compartment (incubation area) comprising a dried 
reagent, wherein the dried reagent may instead be in a channel (col. 7, lines 12-19), in order to. 

Therefore one of ordinary skill in the art at the time the invention was made would have 
been motivated to include the dried reagent in a first conduit of Schnipelsky et al. instead of the 
sample compartment. One having ordinary skill would have been motivated to make such a 
change as mere alternative and functionally equivalent reagent distribution technique and since 
only the expected time at which the reagent was distributed would have been obtained. The use 
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of alternative and functionally equivalent techniques would have been desirable to those of 
ordinary skill in the art based on preventing inhomogeneous mixing of reagents with a sample. 
8. Claims 21-26, 28, 29, 32 and 33 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schnipelsky et al. (US 5,229,297) in view of Cathey et al. (US 5,503,985), as 
applied to claim 20, and further in view of Zier et al. (US 4,919,141) and Pourahmadi et al. (US 
2002/0055167). 

Schnipelsky et al. in view of Cathey et al., as applied to claim 20, teach a cartridge 
comprising an analyte responsive surface and a conduit comprising at least one dry reagent, but 
fail to teach the surface comprising an antibody-enzyme conjugate. 

Zier et al. teach an antibody enzyme conjugate wherein an enzyme is glucose oxidase 
(col. 3, lines 35-44) and a substrate of D-glucose (col. 7, line 63-col. 8, line 5), in order to detect 
diabetes. However, Zier et al. fail to teach motivation to use a D-glucose substrate and glucose 
oxidase enzyme in the cartridge of Schnipelsky et al. 

Pourahmadi et al. teach that cartridges used for DNA detection can also be used for 
protein capture and detection in a sample (par. 43 and 46), wherein a dry reagent is either one for 
DNA purification or an antibody-enzyme conjugate (par. 87), in order to provide efficient 
detection of large sample volumes. 

Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to substitute for the immobilized DNA in the analyte responsive sensor 
of Schnipelsky et al. in view of Cathey et al., an enzyme substrate of glucose and an enzyme of 
glucose oxidase in a sample as taught by Zier et al., in order to provide a compact and efficient 
detection of large sample volumes as taught by Pourahmadi et al. 
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Regarding claims 25, 26, 28 and 29, Zier et al. teach the blood fluid comprising a 
substrate for an antibody-enzyme conjugate (col. 6, lines 4-8) wherein the substrate is cleaved to 
produce an electroactive product (col. 7, line 63-col. 8, line 13). Zier et al. also teach the analyte 
sensor being an amperometric sensor (col. 4, lines 54-62), with a plurality of mechanical and 
electrical connections (col. 7, lines 45-62). 

Regarding claim 32, Zier et al. teach an. enzyme and a substrate capable of regenerating a 
product consumed by contact with the at least one analyte sensor, whereby a signal from the 
sensor is increased (col. 7, line 63-col. 8, line 13). 

9. Claim 27 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schnipelsky et al. 
(US 5,229,297) in view of Cathey et al. (US 5,503,985) and further in view of Zier et al. (US 
4,919,141) and Pourahmadi et al. (US 2002/0055167), as applied to claim 26, and further in view 
of Grundig et al. (US 6,221,238). 

Schnipelsky et al. in view of Cathey et al. and further in view of Zier et al. and 
Pourahmadi et al, as applied to claim 26, teach a cartridge wherein a substrate is cleaved to 
produce an electroactive product, but fail to teach a substrate of ferrocene. 

Grundig et al. teach a ferrocene substrate in order to provide a redox-active label of an 
antigen (col. 1, lines 58-62). 

Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to include in the cartridge of Schnipelsky et al. in view of Cathey et al. 
and further in view of Zier et al. and Pourahmadi et al., a ferrocene substrate as taught by 
Grundig et al., in order to modify increase the sensitivity of amperometric indication of an 
electrode comprising glucose oxidase. 
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10. Claims 3 1 and 36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Schnipelsky et al. (US 5,229,297), as applied to claim 2, in view of Pourahmadi et al. (US 
2002/0055167). 

Schnipelsky et al., as applied to claim 2, teach a cartridge, but fail to teach a surface 
coating that decreases non-specific binding. 

Pourahmadi et al. teach a cartridge comprising a surface coating that decreases non- 
specific binding of a substance (par. 101), in order to prevent adhesion of nucleic acids to a 
cartridge surface. 

Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to include in the cartridge of Schnipelsky et al, a surface coating that 
decreases non-specific binding as taught by Pourahmadi et al., in order to minimize non-specific 
binding and more accurately detect analyte present in the sample in low concentrations. 

With respect to claim 36, Pourahmadi et al. teach a filter element interposed between the 
sample holding chamber and the at least one analyte sensor (par. 51) in order to capture desired 
analyte. 

Therefore, it would have been obvious to include the filter element in the cartridge of 
Schnipelsky et al. between the sample holding chamber and at least one analyte sensor, and 
adjacent to the at least one sensor, a filter element as taught by Pourahmadi et al., in order to 
efficiently capture analyte. The microparticles of Pourahmadi et al. would therefore become 
concentrated adjacent the at least one sensor. 

11. Claim 35 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schnipelsky et al. 
(US 5,229,297), as applied to claim 34, in view of Nelson et al. (US 6,074,827). 
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Schnipelsky et al., as applied to claim 34, teach a cartridge comprising a microparticle to 
localize a DNA strand to the sensor (col. 6, lines 29-43), but fail to teach magnetic microparticles 
and a magnetic field for localizing the microparticles to the sensor. 

Nelson et al. teach a magnetic microparticle and a magnetic field for localizing a 
microparticle (col. 6, lines 30-45), in order to retain analyte in an enrichment channel. 

Therefore it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to substitute for the particles in Schnipelsky et al., magnetic particles 
with a magnetic field as taught by Nelson et al., in order to provide a rapid and reliable method 
of localization of analyte. 

Response to Arguments 
12. Applicant's arguments filed 17 January 2006 have been fully considered but they are not 
persuasive. Applicant argues that the one-way check valve of Schnipelsky is not "closed" within 
the meaning of the claimed invention because the check valve permits downstream flow, while 
restricting upstream flow. It is noted that the feature upon which applicant relies, applicants' 
closable valve, once closed by contact with the sample, is sealed, are not recited in the rejected 
claim(s). Although the claims are interpreted in light of the specification, limitations from the 
specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 
USPQ2d 1057 (Fed. Cir. 1993). The check valve of Schnipelsky reads on the instant claims 
because the check valve is closed by contact with the sample in an upstream manner. The instant 
claims do not specifically require a valve closed by the sample that prevents both upstream and 
downstream flow. 
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13. In response to applicant's argument that the examiner's conclusion of obviousness is 
based upon improper hindsight reasoning, it must be recognized that any judgment on 
obviousness is in a sense necessarily a reconstruction based upon hindsight reasoning. But so 
long as it takes into account only knowledge which was within the level of ordinary skill at the 
time the claimed invention was made, and does not include knowledge gleaned only from the 
applicant's disclosure, such a reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 
170 USPQ 209 (CCPA1971). 

14. In response to applicant's argument that Schnipelsky and Wozniak is nonanalogous art, it 
has been held that a prior art reference must either be in the field of applicant's endeavor or, if 
not, then be reasonably pertinent to the particular problem with which the applicant was 
concerned, in order to be relied upon as a basis for rejection of the claimed invention. See In re 
Oetiker, 977 F.2d 1443, 24 USPQ2d 1443 (Fed. Cir. 1992). In this case, the references of 
Wozniak and Schnipelsky both teach techniques that prevent fluid from flowing in a certain 
direction in a fluidic device. Different international and domestic classifications and fields of 
search of two inventions do not sufficiently demonstrate nonanalogous art. 

15. In response to applicant's argument that there is no motivation to combine the references 
of Schnipelsky and Wozniak because the valve of Wozniak needs to permit at least a 
downstream flow while preventing an upstream backwash in order to be substituted for the one 
way check valve of Schnipelsky, the examiner recognizes that obviousness can only be 
established by combining or modifying the teachings of the prior art to produce the claimed 
invention where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in the art. 
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See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988) and In re Jones, 958 F.2d 347, 
21 USPQ2d 1941 (Fed. Cir. 1992). In this case, the valve of Wozniak is capable of permitting 
downstream flow until all fluid has flowed downstream and then prevents any fluid from moving 
upstream or downstream. The cartridge of Schnipelsky requires that fluid pass through the 
conduit, but not flow upstream through the conduit, since Schnipelsky does not require a second 
fluid to be passed through the conduit, the valve of Wozniak would be capable of performing this 
function. Applicant asks "why one of ordinary skill would ignore the teachings of the primary 
reference, which calls for a one-way check valve, and use anything other than a one-way valve?" 
In response to applicant's question, one of ordinary skill would be motivated to use the valve of 
Wozniak to stop fluid from flowing upstream through the conduit instead of the one-way check 
valve of Schnipelsky, because a gelling polymer is both less complicated in structure, easier to 
produce and lower cost than a one-way check valve. Therefore it would have been obvious to 
one having ordinary skill in the art to use a gelling polymer instead of a one-way check valve to 
prevent fluid that has flowed downstream through a conduit from moving back upstream. 

Conclusion 

No claims are allowed. 

16. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
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will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melanie Yu whose telephone number is (571) 272-2933. The 
examiner can normally be reached on M-F 8:30-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on (571) 272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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Patent Examiner 
Art Unit 1641 
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